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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.1 36(a). In no event, however, may a reply be timely filed 

- Rffi3 SrSSStd m apply and wi.l expire S,X (6) MONTHS — ' 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

I) ^ Responsive to communication(s) filed on 03 October 2007 . 
2a)EI This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) IEI Claim(s) 9. 10.24.25,32-34 and 36-38 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) IEI Claim(s) 9. 10. 24. 25. 32-34. and 36-38 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 

Claims 9, 10, 24, 25, 32-34, and 36-38 are pending and under 
consideration. 

Claim Rejections - 35 USC § 103, Maintained 

Claims 9, 10, 24, 25, 32, 33, 36, and 37 are rejected under 35 U.S.C. 
103(a) as being unpatentable over US 5,650,501 A of record in WO 01/53312 
(Tang) A1 of record. 

Claims 9, 10, 24, 25, 32, 33, 36, and 37 are drawn to method of identifying 
a compound that modulates cellular proliferation by measuring kinase activity of 
SAK polypeptide when said compound is contacted with a SAK polypeptide 
encoded by a nucleic acid encoding a SAK polypeptide having at least 95% 
sequence identity to instant SEQ ID NO:2 protein, wherein the kinase is 
measured in vitro (claim 10), the modulation is inhibition of cellular proliferation 
(claim 24), the polypeptide being recombinant (claim 32), wherein the compound 
is an antibody (claim 34), wherein the polypeptide in the base claim is encoded 
by a sequence of SEQ ID NO: 1 , or a small organic molecule (claim 36), or a 
peptide (claim 37). 

Applicant argues that 47% sequence similarity in the catalytic domain of a 
putative kinase in the absence of biochemical confirmation of kinase activity is 
insufficient to demonstrate that a particular amino acid sequence has kinase 
activity. Applicant argues that Examiner's analysis of the SAK protein of the '501 
patent having kinase activity depends on impermissible hindsight. 
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These arguments have been fully considered but found unpersuasive 
because The '501 patent teaches a SAK polypeptide having at least 77% 
sequence identity to instant SEQ ID NO:2 protein as shown by the sequence 
alignment below. 

RESULT 1 

US-08-252-995D-4 

; Sequence 4, Application US/08252995D 

; Patent No. 5650501 

; GENERAL INFORMATION: 

; APPLICANT: Dennis, James U 

; APPLICANT: Heffernan, Hike 

; APPLICANT: Fode, Carol 

; TITLE OF INVENTION: NOVEL SERINE/ THREONINE KINASE 
; NUMBER OF SEQUENCES: 14 
; CORRESPONDENCE ADDRESS: 

ADDRESSEE: BERESKIN £ PARR 
; STREET: 40 King Street West 

; CITY: Toronto 

; STATE: Ontario 

; COUNTRY: Canada 

; ZIP: M5H 3Y2 

; COMPUTER READABLE FORM: 

MEDIUM TYPE: Floppy disk 
; COMPUTER: IBM PC compatible 

; OPERATING SYSTEM: PC-DOS/ MS-DOS 

; SOFTWARE: Patentln Release #1.0, Version #1.30 

CURRENT APPLICATION DATA: 
; APPLICATION NUMBER: US/08/252 , 995D 

; FILING DATE: 02-JUN-1994 

; CLASSIFICATION: 53 6 

; ATTORNEY/ AGENT INFORMATION: 

; NAME: Kurdydyk, Linda M 

; REGISTRATION NUMBER: 3 4,971 

; REFERENCE/ DOCKET NUMBER: 3153-96 

; TELECOMMUNICATION INFORMATION: 

; TELEPHONE: (416) 364-7311 

; TELEFAX: (416) 361-1398 

; INFORMATION FOR SEQ ID NO: 4: 
; SEQUENCE CHARACTERISTICS: 

; LENGTH: 925 amino acids 

; TYPE: amino acid 

; TOPOLOGY: linear 

; MOLECULE TYPE: protein 
US-08-252-995D-4 



Query Match 77.3*; 
Best Local Similarity 78.6%; 
Matches 7 63; Conservative 



Score 3927.5; DB 1; 
Pred. No. 8.6e-297; 
I; Mismatches 83; 



Length 925; 



76; 



Indels 



49; Gaps 



9 
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H ATC I GE K IEDF KVGNL L GKGS F AGVYRAE S I HTGL EVA I KM I D KK AHYKAGHVQRVQNE 60 
M | | || : I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I M I I I I I II I I I I I I I I I I I 
HAAC I GE R I ED F KVGNL L GKGS F AGVYRAE S I HTGL EVA I KM I DKK AMYK AGHVQRVQNE 60 

VKI HC QL KHP S I L E L YNYF ED SN YVYL VL E HC HNGE HNRYL KNRVKP F S ENE ARHF HHQ I 120 

Ml I I I I I I M : I I I I I I I I I = I I I I I I I I I I I I I I I I I I I I I I : I I I I I I IN I I III 
VKIHCQLKHPSVLELYNYFEDNN YVYL VLEHCHNGEMNRYLKNRHKPFSERE ARHF MHQI 120 

ITGHL YL HSHG I L HRD L TLSNL L L TRNHN I K I AD F GL ATQL KMP HE KHYTL C GTPN Y ISP 180 

I I I I I I I I I I I I I I I I I I I I I :| II I I I I I I I I I I I I I II I I I I I I I I I I I I I I I I I I I 

I TGML YL HS HG I L HRD L TLSN I LL TRNHN I K I AD F GL ATQLNHP HE KHYTL C GTPN Y ISP 180 



I I I I I I I I I I I I I :| I I I I I I I I I : =1 



LIHQLLRRNPADRLSLSSVLDHPFHSRNSSTKSKDLGTVEDSIDSGHATISTAITASSST 300 

I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I : I II I I I : I I I I II : I I I I I I I I 
LIHQLLRRNPADRLSLSSVLDHPFHSRNPSPKSKDVGTVEDSHDSGHATLSTTITASSGT 300 



I : I I I I I I I II : I I I I I I I : I I I I I I : I : I I I I I I I - I I I I I I II " I I I 



I | I : I I I I I I I I I I I I I I : I I I I : II I I = I I I I = = I I I I I I I I I =11 

RV I ED AE E RP HS RYL RRAHSS D RAS P SN- QS RAKT YS VE RC HS VE ML S KP RRS 410 

R YS PTDNNAN I FNFF KE KTSS S S GS F E RP DNNQAL SNHL C P GKTP F P F AD P TP QTE TVQQ 478 

I II III I I I I I I I I II III I III 
LD ENQHS SNHHC L GKTP FPFADQTPQHE HVQQ 442 

WF GNLQ INAHL RKTTE YDS I S PNRD F QGHP D L QKD TS KNAWTDTKVKKNS D AS DN AHS VK 538 

| | | | | | : | | | | : I I : :: I I I I I I I : I I II II =111111: M : I I I I I I 

UF GNLQHN AHL GETNE HHTVS PNRD F QD YP D L Q- D TL RN AUTD TRAS KNAD TS ANVHAVK 501 



| : | | | | : | | | I I : : I I I I I I I I I I I I III I I I I I I I I I : I I I 
QL S AHKYHS AHHHKP E VHPQE P — GL HP HS E QS KNRS HE S TL GYQKP TL RS I TS P L I AHR 559 

L KP IRQKTKKAWS I L D S E EVC VEL VKE YAS QE YVKE VL QISSDGNTITI YYPNGGRGF P 658 
| | | | | | | | I I I I I I I I I I I I I I I I I : : I II: I I I I I I I I I I I I 11=1111 I I I I I 
5 60 LKP IRQKTKKAWS I L D SE E VC VEL L RE C AS E GYVKE VL Q I S S D GTH I TV YYPND GRGF P 6 19 



| | I I I I I I I I I M I I I I I I I I I I I I I I I I I I I I : I I I I I I : I I I I I I I I I I I I I I I I I I 



679 



PGADFEVUFYDGVKIHKTEDF IQVIEKTGKS YTLKSESEVNSLKEE IKHYHDHANEGHRI 778 

MM III Ill: I Ml I:|:ll I I I I I : I : I I I I I I 

P G AD F E VUF YD GAK I HKTENL I H 1 1 E KTG I S YNL KNENE VTS L KE E VKV YHD HANE GHR I 739 



I | : I I I : II I I I : : : I : I I I I I : I I I I I : I I I I I I I I I I II : : : " : 1 : 
CLSLESVISEEEKRSRGSSFFPIIVGRKPGNTSSPKALSAPP-VDPSCCKGEQASASRLS 798 

839 HHS A AS P TQAP I LNP S HVTNE GLGL TTTAS GTD ISSNSLKDCLPKS AQLLKSVFVKNVGW 898 
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Based on the abstract, the title, and the entire disclosure of the '501 , one 
of skill in the art would not doubt the SAK protein disclosed in the '501 patent is a 
kinase, and based on the 77% amino acid sequence identity to the SAK 
polypeptide disclosed in the '501 patent, one of ordinary skill in the art would 
recognize a polypeptide at least 95% identical to the instant SEQ ID NO:2 would 
have kinase activity. 

In response to applicant's argument that the examiner's conclusion of 
obviousness is based upon improper hindsight reasoning, it must be recognized 
that any judgment on obviousness is in a sense necessarily a reconstruction 
based upon hindsight reasoning. But so long as it takes into account only 
knowledge which was within the level of ordinary skill at the time the claimed 
invention was made, and does not include knowledge gleaned only from the 
applicant's disclosure, such a reconstruction is proper. See In re McLaughlin, 
443 F.2d 1392, 170 USPQ 209 (CCPA 1971). 

Applicant argues with the attached Manning reference (Appendix A). 
Applicant argues that Manning reference teaches nearly 10% of all proteins 
despite having kinase domain homology lacks actual kinase activity. Applicant 
argues that since the '501 patent did not actually show that the protein possess 
kinase activity, one of ordinary skill would doubt that the protein disclosed in the 
'501 patent have kinase activity lacking actual confirmation of biochemical kinase 
activity. 
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These arguments have been fully considered but found unpersuasive 
because one of ordinary skill in the art reading Manning reference would think a 
protein having a kinase domain homology would likely have biochemical activity 
because having actual kinase activity has 90% chance vs. 10% chance for not 
having actual kinase activity. In addition, the '501 patent teaches (column 4 lines 
46-55) the following: 

The invention still further provides a method for identifying a substance which 
is a substrate of the novel serine/threonine kinase protein of the invention, or 
an isoform or part of the protein, comprising reacting an activated 
serine/threonine kinase protein of the invention, or part of the protein, 
preferably the kinase domain, with at least one substance which potentially is 
a substrate of the kinase protein, or part of the protein, under conditions 
which permit the phosphorylation of serine/threonine residues, and assaying 
for phosphorylation of the substance. 

Therefore, it would have been obvious for one of ordinary skill to arrive at 
the claimed invention with a reasonable expectation of success, because the 
'501 patent teaches an assay to identify a compound for modulating proliferation, 
especially to treat the various cancers, by determining the kinase activity of a 
SAK polypeptide, and Tang teaches a SAK polypeptide 99.9% identical (i.e. SEQ 
ID NO: 2389) to the instant SEQ ID NO:2. One of ordinary skill would have been 
motivated to make and use the claimed invention to isolate a proliferation- 
modulating compound for cancer treatment. 

Claims 9, 37, and 38 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over US 5,650,501 A of record (22 July 1997) in view of WO 
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01/53312 A1 of record (Tang) in view of and further in view of US 5,589,356 A 
(31 December 1996, the '356 patent from now on). 

Claims 9, 37, and 38 are interpreted as drawn to method of identifying a 
useful circular peptide by determining whether or not said circular peptide 
affecting cellular proliferation when said compound is contacted with a SAK 
polypeptide. 

Applicant argues that the '501 patent does not teach all the limitations of 
the base claim 9. The argument is fully considered but found unpersuasive for 
reasons given above. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of 
time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire 
THREE MONTHS from the mailing date of this action. In the event a first reply is 
filed within TWO MONTHS of the mailing date of this final action and the advisory 
action is not mailed until after the end of the THREE-MONTH shortened statutory 
period, then the shortened statutory period will expire on the date the advisory 
action is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be 
calculated from the mailing date of the advisory action. In no event, however, will 
the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to MISOOK YU whose telephone number is 
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571-272-0839. The examiner can normally be reached on 8 A.M. to 5:30 P.M., 
every other Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Larry Helms can be reached on 571-272-0832. The fax 
phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786- 
9199 (IN USA OR CANADA) or 571-272-1000. 

MISOOK YU 
Primary Examiner 
Art Unit 1642 

/Misook Yu/ 



